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NOTICES

cide regulations at 40 CPR 162.4 are consis-
tent with this view,

Commen! 33 Are intermediates and cata-
lysts intended solely for use in the produc-
tion of a food, food additive, drug, cosmetic,
or device subject to TSCA?

Response: The Administrator considers
that ‘intermediates and catalysts intended
solely for use in the production of a food,
food additive, drug, cosmetic, or device are
excluded from regulation under TSCA. The
definitions of the FFDCA provide that
chemical substances which are intended for
use as & component of a food, food additive,
drug, cosmetic, or device are encompassed
within the meaning of such terms, respec-
tively. The FDA considers intermediates
and catalysts to be such components. There-
fore, they are subject to regulation under

+  » .-the. FFDCA. Any such-substanceis exeiuded

from regulation under TSCA insofar as it is
actually manufactured, processed, or dis-
tributed in commerce solely for use in the

production of a food, food additive, drug,
cosmetic, or device.

Comment 34: Employees should have the
option to submit reports anonymously.

Response: EPA considers that any person
may report information to EPA under
TSCA. Those who are required to do so
under section 8(e) are persons who manu-
facture, process, or distribute in commerce
chemical substances or mixtures, including
not only business entities but also such em-
ployees as described in Part II. In order to
establish that such persons have discharged
their obligations, and in order to encourage
responsible review of the quality of informa-
tion and the substantiality of risks, EPA be-
lieves that notifiers should identify them-
selves. Section 23 will adequately protect
employees from discrimination pursuant to

’zn(otmuuanr they ‘have made under section
e).

(PR Doc. 78-7064 Filed 3-13-78; 8:45 am)

NOTE

According to technical amendments published

by EPA in the May 29,

1987 FEDERAL REGISTER

(52 FR 200383), TSCA Section 8(e) submissions

are to be addressed to

the Agency as follows:

Document Processing Center (TS5-7983)
(Attn: Section 8 (e) Coordinator)
Office of Toxic Substances

U.S. Environmental Protection Agency

41 "M" Street, S
Washington, D.C.

FEDERAL REGISTER, VOL. 43, NO.

98

OWI

20460

52—-THURSDAY, MARCH 16, 1978
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ENVIRONMENTAL PROTECTION
AGENCY

[{OPTS-80015; FRL-3844-4]

Registration and Agreement for TSCA
Section 8(e) Compliance Audit
Program

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This Notice, pursuant to
sections 15 and 16 of the Toxic
Substances Control Act {TSCA), 15
U.S.C. 2601 et seq., announces the .
opportunity to register for EPA’'s TSCA
Section 8(e) Compliance Audit Program.
This Notice also contains the text of an
Agreement for the TSCA Section 8{e)
Compliance Audit Program (“CAP
Agreement”). The TSCA Section 8(e)
Compliance Audit Program and the
registration provisions and CAP
Agreement conditions are described
below.

DATES: The Registration period for the
TSCA Section 8(e) Compliance Audit
Program commences February 1, 1991,
and closes May 2, 1991. Persons
interested in registering for the
voluntary TSCA Section 8(e)
Compliance Audit Program must request
a CAP Agreement and submit a signed
CAP Agreement to EPA no later than
May 2, 1991.

ADDRESSES: Copies of the CAP
Agreement may be obtained from the
TSCA Assistance Information Service,
Environmental Assistance Division (TS~
799), Office of Toxic Substances,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460, (202)
554-1404, TDD: {202} 554-0551.

FOR FURTHER INFORMATION CONTACT:
Michael M. Stahl, Director,
Environmental Assistance Division (TS~
799), Office of Toxic Substances,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460, {202)
554~1404, TDD: (202) 554—-0551.
SUPPLEMENTARY INFORMATION:

1. Background

Section 8(e) of TSCA states that “any
person who manufactures, [imports,}
processes, or distributes in commerce a
chemical substance or mixture and who
obtains information which reasonably
supports the conclusion that such
substance or mixture presents a
substantial risk of injury to health or the
environment shall immediately inform
the [EPA] Administrator of such
information unless such person has
actual knowledge that the Administrator
has been adequately informed of such
information.”

.. asynonymous.with:the eonclusion itself

“Substantial risk information”
reportable to EPA under section 8(e) of
TSCA refers to new information that
reasonably supports a conclusion that a
chemical substance or mixture presents
a substantial risk of injury to health or
the environment. (The term new
information refers to information
(including preliminary data} about
which EPA has not already been
adequately informed.) Such information
need not and most typically does not
establish conclusively that such a risk
exists. In other words, reasonable
support for a conclusion is not

and usually precedes the conclusion.

In deciding whether new information
reasonably supports a conclusion of
substantial risk, one must consider (1)
The seriousness of the adverse effect,
and (2} the fact or probability of the
effect’s occurrence. These two criteria
should be weighed differently depending
upon the seriousness of the effect and
the extent of the exposure; i.e., the more
serious the effect, the less heavily one
should weigh the actual or potential
exposure, and vice versa.

In some cases, e.g., the observance of
certain types of serious toxicologic
effects in animals or humans, exposure
to the chemical substance(s) or mixtures
is presupposed and will constitute
sufficient evidence of exposure for a
determination to be made to submit the
new-found toxicological data. Such
serious effects include, but are not
limited to. (1) Birth defects and/or
serious developmental effects (including
those observed in the presence of
maternal toxicity), and (2) cancer (as
evidenced by benign and/or malignant
tumors).

Any decision-making process for
determining section 8(e)-reportability
should focus primarily on whether new
toxicologic or exposure data offer
reasonable support for a conclusion of
substantial risk and should not focus to
any great extent, if at all, on whether the
information is conclusive regarding the
risk. Therefore, a decision to report
pursuant to section 8(e) should not
involve (1) Exhaustive health or
environmental assessments, or (2) any
evaluation of the economic or social
benefits of the use(s) of the subject
chemical(s).

In reviewing recent enforcement
cases, EPA has found that some
companies may be misinterpreting
TSCA section 8{e} and EPA's
“Statement of Interpretation and
Enforcement Policy: Notification of
Substantial Risk,” (“Section 8(e) Policy
Statement,” March 16, 1978, 43 FR
11110). Some companies obtaining
information on certain serious health
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effects appear to be further evaluating
and wrongly discounting the
significance of the information on the
basis of a “weight-of-the-evidence" risk
assessment. It is EPA’s position,
however, that if certain serious health
effects are discovered, the information
should be considered for immediate
reporting under section 8{e) without
further evaluation. The following are
examples of information that should be
considered immediately for reporting
under section 8(e} of TSCA.

1. New information concerning
statistically or biologically significant

- rrrincreases-in benign and/ormalignant

tumors in an animal study; a ‘weight-of-
the-evidence” risk assessment should
not be used to discount the findings.

2. Statistically or biologically
significant increases in teratologic or
other serious reproductive effects
observed in animals; the level of
maternal toxicity observed in the study
should not be used to discount the
findings.

3. Serious toxic effects (e.g., cancer,
birth defects, and neurotoxicity)
observed in tests of chemical substances
or mixtures at the research and
development stage; such findings should
not be discounted because the company
believes that there is no exposure to the
chemical(s).

Up-to-date information on hazard and
exposure is vital in supporting EPA
efforts to protect human health and the
environment from risks from toxic
chemicals. EPA has the responsibility
under TSCA to perform needed risk
assessments on chemicals. Section 8(e)
is a very important part of TSCA's
section 8 information reporting and
recordkeeping provisions that enable
EPA to obtain and disseminate
information needed to set priorities and
perform risk assessments that may be
national in scope. Companies that do
not report vital information are
undermining the effectiveness of the
early warning system intended under
section 8(e).

In the past year, some companies
have alleged that EPA has changed its
interpretation of TSCA section 8(e)
thereby creating vulnerability that was
not previously contemplated for
reporting. These same entities have said
that EPA's TSCA Sections 8, 12, and 13
Enforcement Response Policy contains
significant disincentives (namely very
high monetary penalties) to dissuade
auditing of past studies and reporting
them to EPA.

EPA has not changed its interpretation
of TSCA section 8(e). EPA's
implementation of the TSCA section 8(e)
program is based on sound guidance



Federal Register / Vol. 56, No. 22 ' Friday, February 1, 1991 / Notices

4129

that is and has been consistent with the
statutory language and intent of section
8(e), as well as EPA's Section 8(e) Policy
Statement. Nevertheless, to achieve the
Agency's goal of obtaining any
outstanding section 8{e) data, EPA has
developed this one-time voluntary
compliance program designed to
strongly encourage companies to
voluntarily audit their files for studies
reportable under section 8{e). This
program is known as the TSCA Section
8(e) Compliance Audit Program.

The TSCA Section 8(e) Compliance
Audit Program has been developed to
encourage.industry.reparting by setting.-
forth guidelines that identify in advance
EPA's enforcement response and allow
companies to assess liability prior to
electing to participate. Companies that
do not participate in the TSCA Section
8(e) Compliance Audit Program should
be aware that EPA intends to actively
pursue violations of the TSCA section
8(e) reporting requirement.

II. Text of the Registration/CAP
Agreement

The text of the Registration and CAP
Agreement for the TSCA Section 8(e)
Compliance Audit Program:

UNITED STATES ENVIRONMENTAL
PROTECTION AGENCY

Office of Pesticides and Toxic Substances

Registration and Agreement for TSCA
Section 8(e) Compliance Audit Program

The United States Environmental
Protection Agency (“EPA”) and the
Regulatee, the Parties herein, wishing to
register for and enter into this
Agreement for a Toxic Substances
Control Act (“TSCA"} Section 8(e)
Compliance Audit Program (“CAP
Agreement”) and having consented to
the terms of this CAP Agreement do
therefore agree to fully comply with the
terms of this CAP Agreement.

L Registration Requirements

A. The Regulatee agrees to conduct a
TSCA Section 8(e) Compliance Audit
Program to determine its compliance
status with TSCA section 8(e).

B. To register for the TSCA Section
8{e) Compliance Audit Program, the
Regulatee must, no later than May 2,
1991, sign and return this CAP
Agreement by certified mail-return
receipt requested to: Michael F. Wood,
Director, Compliance Division (EN~-342),
Office of Compliance Monitoring,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460.

C. After EPA receives this signed CAP
Agreement from the Regulatee, EPA will
sign this CAP Agreement and enter the
following identification number
) to the copy of

this CAP Agreement which will be
returned to the Regulatee. The Final
Report and all other documents
submitted pursuant to Unit I1.C of this
CAP Agreement must display the
identification number established by
this paragraph.

D. The TSCA Section 8(e) Compliance
Audit Program shall commence no later
than May 2, 1991.

E. The TSCA Section 8(e) Compliance
Audit Program shall terminate within
180 days of May 2, 1991. Thus, all
submissions under this TSCA Section
8(e) Compliance Audit Program must be

..delivered to.EPA no later than October

29, 1991.
II. Terms of Agreement

EPA and the Regulatee mutually
initiated this TSCA Section 8(e)
Compliance Audit Program in response
to a February 1, 1991, Federal Register
notice announcing the opportunity to
participate in the TSCA Section 8{e)
Compliance Audit Program. As part of
this CAP Agreement, EPA and the
Regulatee agree to the following:

A. General Provisions

1. This CAP Agreement and the
Consent Agreement and Consent Order
in this matter shall be a complete
settlement of all civil and administrative
claims and causes of action which arose
or could have arisen under TSCA
section 8(e) in connection with any
study or report submitted pursuant to
the terms of this CAP Agreement.
Pursuant to TSCA, EPA will consider
ability to pay/effect on ability to
continue to do business claims during
the course of development of the
Consent Agreement and Consent Order
in this matter. The Regulatee will be
responsible for submitting adequate
documentation of such claims to EPA at
the time of submission of the Final
Report required by this CAP Agreement.

2. For purposes of this CAP
Agreement and any subsequent
proceeding, without trial or any
adjudication of the facts, the Regulatee
admits that EPA has jurisdiction over
the subject matter of the terms of this
CAP Agreement and any study or report
submitted pursuant to this CAP
Agreement.

3. The Regulatee waives its right to
request a judicial or administrative
hearing on any issue of law or fact that
has arisen or may arise during the
conduct of the TSCA Section 8(e)
Compliance Audit Program conducted
pursuant to the terms of this CAP
Agreement, or that may arise in any
subsequent proceeding involving the
Consent Agreement and Consent Order
resulting from and entered into pursuant
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to the terms of this CAP Agreement,
including but not limited to the
Regulatee's right under TSCA section
16{a)(2}(A) to request a hearing.

4. The Parties agree that any study or
report submitted by the Regulatee under
this TSCA Section 8(e} Compliance
Audit Program and pursuant to the
terms of this CAP Agreement constitute
a violation of TSCA sections 8(e)} and
15(3)(B). for which a civil penalty will be
assessed against the Regulatee. Any
study or report submitted under TSCA
section 8(e) prior to the date of
commencement of the TSCA Section

~g{e} Compliance Audit-Programis not

subject to the terms of this CAP
Agreement or the TSCA Section 8(e)
Compliance Audit Program.

5. EPA reserves its rights under TSCA
section 16 to take appropriate
enforcement action if EPA determines
later that the Regulatee was required to
submit under TSCA section 8(e) a study
or report determined by the Regulatee to
be not reportable and therefore not
submitted under the TSCA Section 8(e)
Compliance Audit Program. In such
event, the terms of the EPA TSCA
Sections 8, 12, and 13 Enforcement
Response Policy will apply to such
proceeding.

6. EPA reserves its rights to challenge
the categorization of studies or reports
submitted under this TSCA Section 8{e)
Compliance Audit Program pursuant to
the requirements of Unit I1.B.2.a and b of
this CAP Agreement.

7. EPA agrees that any submissions
made pursuant to the terms of this CAP
Agreement and the TSCA Section 8(e)
Compliance Audit Program will be
viewed by EPA as “prior such
violations” under TSCA section
16{a){2)(B) for future violations of TSCA
section 8(e) only.

8. The Final Report submitted
pursuant to Unit I1.C.4 of this CAP
Agreement shall be the controlling
document for purposes of determining
what was submitted under the TSCA
Section 8(e} Compliance Audit Program
and this CAP Agreement.

8. Any submission made by the
Regulatee to EPA that does not meet all
of the requirements of the TSCA Section
8(e) Compliance Audit Program and this
CAP Agreement is subject to the EPA
TSCA Sections 8, 12, and 13
Enforcement Response Policy.

B. TSCA Section 8(e) Compliance Audit
Program and Civil Penalties

1. In conducting the TSCA Section 8{e)
Compliance Audit Program, the
Regulatee shall use EPA’s March 16,
1978, “Statement of Interpretation and
Enforcement Policy; Notification of
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Substantial Risk” (43 FR 11110) (“TSCA
Section 8(e) Policy Statement”) to
determine whether the reviewed study
or report is:

a. Not reportable under TSCA Section
8(e): The Regulatee will not submit the
study or report.

b. Reportable under TSCA Section
8(e): The Regulatee will submit the study
or report.

Upon Registration for the TSCA
Section 8(¢) Compliance Audit Program,
the Regulatee will receive a capy of the
TSCA Section 8{e) Policy Statement, the
publication numbers of publicly
available and.previously. published
volumes of Section 8(e) “Status Reports”
available through the National
Technical Information Service, copies of
Question and Answer documents
developed in response to specific
questions involving section 8(e), and a
document entitled “Substantiating
Claims of Confidentiality.”

2. The Regulatee agrees to pay the
following stipulated civil penalties for
all studies or reports submitted under
this TSCA Section 8(e) Compliance
Audit Program as TSCA section 8(e)
data:

a. $15,000 per study for any submitted
study or report involving effects in
humans.

b. $6,000 per study for any other
submitted study or report submitted as
TSCA section 8(e) data.

As a matter of policy under this TSCA
Section 8(e) Compliance Audit Program,
EPA agrees to a $1,000,000 cap on the
total civil penalty for the Regulatee.

3. The Regulatee shall be exempt from
any additional late and/or nonreporting
TSCA section 8{e) civil liability which
arose or could have arisen for any study
or report submitted under this TSCA
Section 8(e) Compliance Audit Program.

4. Upon termination of the TSCA
Section 8{e) Compliance Audit Program,
the Regulatee shall provide EPA with a
Final Report certifying that the TSCA
Section 8{e) Compliance Audit Program
has been completed. Such Final Report
shall be signed and certified by the
appropriate corporate official with
authority to settle claims on behalf of
the Regulatee. Such Final Report shall
‘also comply with the requirements of
Unit I1.C.4 of this CAP Agreement.

5. Following termination of the audit,
EPA will present the Regulatee with a
Consent Agreement and Consent Order
summarizing the results of the TSCA
Section 8(e) Compliance Audit Program
and specifying the terms of payment of
stipulated civil penalties. The Regulatee
will have 30 calendar days from its
receipt of an executed copy of the
Consent Order to pay any stipulated
civil penalties.

C. Information Submission and Final
Report

1. All studies or reports submitted to
EPA by the Regulatee under the terms of
this CAP Agreement shall be identified
pursuant to the categories established in
Unit IL.B.2.a and b of this CAP
Agreement, and shall be sent to the
following address: Document Processing
Center {TS-790), Office of Toxic
Substances, Environmental Protection
Agency, 401 M St., SW., Washington, DC
20460, Attn: Section 8(e) Coordinator
(CAP Agreement).

2. The Regulatee shall submit one
original and tw¢ full copies of all cover "
letters, studies, reports, substantiations
of confidentiality claims, and, as
appropriate, sanitized copies of cover
letters, studies, reports, or
substantiations of confidentiality claims.

3. In accordance with Part IX of the
TSCA Section 8(e) Policy Statement,
each study or report submitted to EPA
by the Regulatee under the terms of this
CAP Agreement shall be accompanied
by a separate cover letter containirg the
following information:

a. Company name, address and
telephone number.

b. The signature and printed name,
title and telephone number of the person
submitting the study or report.

c. A clear statement that the
document, identified on the cover letter
by the identification number established
by Unit L.C of this CAP Agreement, is
being submitted pursuant to the TSCA
Section 8{(e) Compliance Audit Program
and this CAP Agreement.

d. The exact identity of each tested
chemical or mixture or component of a
tested mixture including the CAS
Registry Number, if known.

e. The title of the accompanying study
or report.

f. A full summary of the reportable
adverse effect(s) or exposure(s)
observed in the accompanying study or
report. In addition, the cover letter
should identify by EPA Document
Control Number any previous TSCA
section 8(e) submission(s) or
premanufacture notification(s) (PMN(s)}
submitted by the Regulatee on the
subject chemical substance(s) or
mixture or component(s) of such
mixture.

4. Each study or report submitted to
EPA by the Regulatee under the terms of
this CAP Agreement shall be listed in a
Final Report. Such Final Report shall list
each submitted study or report by title
pursuant to the categories established in
Unit I1.B.2.a and b of this CAP
Agreement, and shall display the
identification number established by
Unit I.C of this CAP Agreement. Such
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Final Report shall certify that the TSCA
Section 8(e) Compliance Audit has been
completed and include the following
statement: 1 certify that the information
contained in or accompanying this Final
Report is true, accurate, and complete.
As to any identified portion(s} of this
Final Report for which I cannot
personally verify its truth and accuracy,
I certify as the company official having
supervisory responsibility for the
person(s) who, acting under my direct
instructions, made the verification, that
this information is true, accurate, and
complete.” The Fina! Report will be the

- ..controlling document as:to.what was or

was not submitted under the terms of
this CAP Agreement and shall be sent to
the address specified in Unit LB of this
CAP Agreement.

D. Other Matters

1. Nothing in this CAP Agreement
shall relieve the Regulatee from
complying with all applicable TSCA
regulations or other applicable
environmental statutes.

2. This CAP Agreement shall be
binding upon the Parties and in full
effect pursuant to the requirements
specified in Unit 1. of this CAP
Agreement.

3. The Regulatee's obligations under
this CAP Agreement shall end when the
Final Report required by Unit I1.C.4 of
this CAP Agreement has been submitted
to EPA and stipulated civil penalties
paid. .

4. Failure to comply with the terms of
this CAP Agreement permits EPA to
proceed under TSCA section 16 to
impose the civil penalties allowable
under the existing EPA TSCA Sections
8. 12, and 13 Enforcement Response
Policy for any study or report submitted
pursuant to Unit II.C of this CAP
Agreement. -

5. All of the terms and conditions of
this CAP Agreement together comprise
one agreement, and each of the terms
and conditions is in consideration for all
of the other terms and conditions. In the
event that this CAP Agreement (or one
or more of its terms and conditions) is
held invalid, or is not executed by all of
the signatory parties in identical form,
then the entire CAP Agreement shall be
null and void.

6. The Regulatee may assert claims of
confidentiality under TSCA section 14
for submissions under this CAP
Agreement. The Regulatee must, at the
time of submission, provide
substantiation for all information
claimed as confidential. The Regulatee
agrees that the failure to assert a claim
of confidertiality for studies, reports, or
information submitted under the terms
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of this CAP Agreement shall be
interpreted by EPA as a waiver by the
Regulatee of the right to assert a claim
of confidentiality.

7. Submissions containing information
claimed as TSCA Confidential Business
Information (TSCA CBI) shall contain
cover sheets bearing the typed or
stamped legend “company confidential,”
“proprietary,” or “trade secret.”
Information contained in the submission
which is claimed as TSCA CBI must be
clearly marked by boxing, circling, or
underlining the specific text so claimed.
All pages containing such information
shall also-be marked
“CONFIDENTIAL.” Care should be
taken to ensure that these markings do
not obscure the text of the submission.
Submissions directed to EPA in this
manner should be sent by certified mail-
return receipt requested or in any other
way which will permit verification by
the Regulatee of its receipt by EPA.

8. If the Regulatee chooses to assert a
confidentiality claim, the Regulatee shall
provide two sets of each such
submission: one set shall have the TSCA
CBI material marked in the manner
contemplated under 40 CFR 2.203(b) and
Unit ILD.7 of this CAP Agreement; the
second set shall have the TSCA CBI
material excised. The Regulatee is
advised that the second, “sanitized” set
will be available for public review
without further notice to the Regulatee
and therefore care should be exercised
in the creation of this set. Each sanitized
and unsanitized submission must
comply with Unit I1.C.2 of this CAP

Agreement and thus will consist of one
original and two copies.

9. The Regulatee is advised to review
carefully the confidentiality claim
procedures at 40 CFR 2.201. Specific
information concerning TSCA section
8(e) confidentiality claims is contained
at Part X of the TSCA Section 8(e)
Policy Statement.

10. The Regulatee agrees that if the
specific chemical identity is claimed as
confidential in a submission, a generic
nonconfidential chemical identity will
be included on the sanitized version of
the submission. Guidance for developing
appropriate generic chemical identities
may be obtained by consulting the
TSCA Chemical Substance Inventory:
1985 Edition, or by contacting the Office
of Toxic Substances' Chemical
Inventory Section at (202) 382-3527.

11. The Regulatee agrees that
confidentiality claims will be honored
by EPA only if each claim is
accompanied by responses to the
questions in the document provided with
this CAP Agreement entitled
“Substantiating Claims of
Confidentiality.” The Regulatee shall
provide an original and two copies of
these responses in accordance with Unit
I1.C.2 of this CAP Agreement. The
Regulatee shall also, in the event the
Regulatee desires information in these
responses to be considered TSCA CBI,
provide a sanitized original and two
copies in accordance with Unit I1.C.2
and Unit 11.D.8 of this CAP Agreement.

12. The Regulatee agrees that failure
to adhere to each requirement pertaining
to TSCA CBI may result in forfeiture of
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the CBI protection for the submission
and its subsequent availability in its
entirety for public review.

WE AGREE TO THIS:

For Regulatee:

[Signing official]
[Title]

[Company name]

[Signing official]
[Title]

[Company name]

..For EPA:

Michael F. Wood,

Director, Compliance Division, Office of
Compliance Monitoring.

Michael J. Walker,

Associate Enforcement Counsel for Pesticides
and Toxic Substances.

I11. Conclusions

EPA has announced the opportunity to
register for the TSCA Section 8(e)
Compliance Audit Program. Any further
information regarding this Audit
Program or the CAP Agreement may be
obtained from the contact person noted
above.

Dated: January 25, 1991.
Linda J. Fisher,

Assistant Administrator for Pesticides and
Toxic Substances.

[FR Doc. 91-2299 Filed 1-31-91; 8:45 am)
BILLING CODE 6560-50-F
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ENVIRONMENTAL PROTECTION
AGENCY

{OPTS~-80015A; FRL-3891-8]

Registration and Agreement for TSCA
Section 8(e) Compliance Audit
Program Modification

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This Notice, pursuant to
sections 15 and 18 of the Toxic
Substances Control Act (TSCA), 15
"U.S.C. 2601 et seq., announces
modifications to EPA’'s TSCA Section
8(e) Compliance Audit Program and the
Agreement for the TSCA Section 8(e)
Compliance Audit Program {“CAP
Agreement"}. The modifications to the
TSCA Section 8(e) Compliance Audit
Program and the CAP Agreement
include extension of the registration and
termination dates, the opportunity to
petition EPA for a case-by-case
extension of the termination date,
modifications to the CAP Agreement
provisions regarding admission of a
violation of TSCA section 8(e) and
waiver of right to a hearing, and EPA's
development of a TSCA section 8(e)
reporting guide.

DATES: The Registration period for the
TSCA Section 8(e) Compliance Audit
Program closes on June 18, 1991. Persons
interested in registering for the TSCA
Section 8(e} Compliance Audit Program
must request a CAP Agreement and
submit a signed CAP Agreemert to EPA
no later than June 18, 1991.

ADDRESSES: Copies of the CAP
Agreement may be obtained from the
TSCA Assistance Information Service,

Environmental Assistance Division (TS-

799), Office of Toxic Substances,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20460, (202}
554-1404, TDD: (202) 554-0551.

FOR FURTHER INFORMATION CONTACT:
David Kling, Acting Director,
Environmental Assistance Division (TS-
799), Office of Toxic Substances,
Environmental Protection Agency, 401 M
St., SW., Washington, DC 20480, (202)
554~1404, TDD: (202) 554-0551.
SUPPLEMENTARY INFORMATION:

1. Background

In the Federal Register of February 1,
1991 (56 FR 4128), EPA announced the
opportunity to register for the TSCA
Section 8(e) Compliance Audit Program.
The TSCA Section 8(e) Compliance
Audit Program is a one-time voluntary
compliance audit program developed in
order to achieve EPA's goal of obtaining
any outstanding TSCA section 8(e) data.

The TSCA Section 8(e) Compliance
Audit Program has been initiated to
foster compliance with the statutory
obligations of TSCA section 8(e), and to
obtain critical information about
potential risks of chemical substances.
In designing the TSCA Section 8{e)
Compliance Audit Program EPA’s
objective was to provide, in the context
of an enforcement initiative, positive
incentives for companies to conduct
audits of their data and to submit to the
Agency the type of information requnired
under section 8(e) of TSCA.

... EPA recognizes that proper

application of section 8(e) requires the
exercise of scientific judgement. EPA is
not interested in creating an atmosphere
in which companies view a “data dump”
strategy as the best course of action for
meeting their obligations. The Agency
hopes that cooperative consultation
among EPA, data submitters, and other
interested parties can lead to a more
successful TSCA Section 8(e)
Compliance Audit Program and
ultimately a better understanding of the
section 8(e) program. Based on written
communications with the regulated
industry, EPA has made the following
modifications to the TSCA Section 8(e)
Compliance Audit Program and CAP
Agreement that was published on
February 1, 1991.

II. Modifications te the TSCA Section
8(e) Compliance Audit Program and the
CAP Agreement

A. Registration Requirements

The registration deadline/audit
commencement date has been extended
for 45 days to June 18, 1991. Thus, Units
I.B and D of the CAP Agreement have
been modified to read as follows:

B. To register for the TSCA Section 8(e)
Compliance Audit Program, the Regulatee
must, no later June 18, 1991, sign and return
this CAP Agreement by certified mail-return
receipt requested to....

D. The TSCA Section 8(e) Compliance
Audit Program shall commence no later than
June 18, 1991.

The audit termination date/deadline
has been extended for approximately 90
days, to February 28, 1992. Procedures
for case-by-case extensions have also
been added. A Regulatee can petition
EPA in writing no later than November
29, 1991, for an additional extension of
the audit termination date (i.e., beyond
February 28, 1992). Extension petitions
must contain an adequate justification
for the request, and will be favorably
viewed if based on difficulties
experienced by a Regulatee with the
volume of information being reviewed
and not because the Regulatee delayed
initiation of the audit. Companies are
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urged to submit studies or reports as
they are determined to be reportable,
and extension petitions will be viewed
with disfavor if a Regulatee has not
submitted any information by the
November 29, 1991, deadline for
extension requests. In this way EPA
encourages the phased receipt of
information over time while recognizing
the need for appropriate time extensions
for Regulatees that have a large amount
of records to review. Thus, Unit LE of
the CAP Agreement has been modified
to read as follows:

*~ 'B"The TSCA Section 8(e) Compliance

Audit Program shall terminate on February
28, 1992, and all submissions under this
TSCA Section 8(e) Compliance Audit
Program must be delivered to EPA no later
than February 28, 1992. The Regulatee may
petition EPA in writing at the address
specified in Unit LB of this CAP Agreement
for an extension of the February 28, 1992,
termination date. Extension requests must be
received by EPA no later than November 29,
1981, and must contain an adequate
justification for the extension.

No other modifications to the
“registration requirements” portion of
the CAP Agreement have been made.

B. Terms of Agreement--General
Provisions

The provision of the CAP Agreement
regarding an admission of violation or a
“violation of TSCA'" has been changed
and Unit I1.A.4 of the CAP Agreement
has been modified to read as follows:

4. The Regulatee neither admits nor denies
that the submission of studies or reports by
the Regulatee under this TSCA Section 8(e)
Compliance Audit Program and pursuant to
the terms of this CAP Agreement constitutes
admission of a violation of TSCA sections
8{e} and 15(3)(B}, but agrees to pay a
stipulated civil penalty for each study or .
report in accordance with Unit I1.B.2 of this
CAP Agreement. Any study or report
submitted under TSCA section 8(e) prior to
the date of commencement of the TSCA
Section 8(e) Compliance Audit Program is not
subject to the terms of this CAP Agreement or
the TSCA Section 8{e) Compliance Audit

Program.

The provision of the CAP Agreement
regarding waiver of rights has been
changed and Unit I1.A.3 of the CAP
Agreement has been modified to read as
follows:

3. The Regulatee waives its right to request
a judicial or administrative hearing, under
TSCA section 16(a)(2)(A) or other provisions
of law, on any issue of law or fact that has
arisen or may arise regarding the application
of TSCA section 8{e) to any study or report
submitted pursuant to Unit [1.B.1 of this CAP
Agreement.

The provision of the CAP Agreement
regarding "'prior violations™ has been
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modified slightly to make it clear that
submissions under the CAP Agreement
will count as one "prior violation" of
8(e) only. Thus, Unit [1.A.7 of the CAP
Agreement has been modified to read as
follows:

7. EPA agrees that any submissions made
pursuant to the terms of this CAP Agreement
and the TSCA Section 8(e) Compliance Audit
Program will be viewed by EPA as one *“prior
such violation” under TSCA section
16(a)(2){B) for future violations of TSCA
section 8(e) only.

No other modifications to the “terms
of agreement--general provisions"
portion 6f the'CAP Agreement have
been made.

C. Terms of Agreement-TSCA Section
8(e) Compliance Audit Program and
Civil Penalties

In order to facilitate participation in
the TSCA Section 8(e) Compliance
Audit Program as well as to improve
section 8(e} compliance in general, EPA
is preparing and plans to disseminate a
section 8(e) reporting *“guide” comprised
primarily of approximately 150 existing
TSCA section 8(e) submission “Status
Reports” which contain useful reporting
and implementation guidance. This
guide will include two indices. The first
index, which pertains to the 150 “Status
Reports,” will be arranged by
toxicologic study type and other
important subheadings related to
reporting criteria. The second index will
be cumulative and arranged by type of
study for all initial submissions received
under section 8{e) to date. An additional
component of the guide will be a
consolidated presentation of section 8{e)
question and answer (Q&A) documents
arranged under subheadings similar to
the indices described above.

In response to a written request from
the Chemical Manufacturers
Association (CMA) for additional
guidance in the areas of neurotoxic
effects and environmental effects/
releases, EPA agreed to perform an
expedited review of a limited number of

case histories to be submitted by CMA
in early May. The Office of Pesticides
and Toxic Substances (OPTS) is
establishing a panel of EPA staff
scientists to perform the expedited
review of the case histories which are
submitted. While the EPA panel can
address endpoints of concern, CMA was
asked to prioritize the submissions to
focus attention on the key scientific
questions, especially neurotoxicity/
acute toxicity concerns. The EPA review
will focus primarily on whether the case
studies would be reportable under
section 8{e). The rationale for EPA’s

" conclusions and responses concerning

the appropriateness of reporting will be
provided as part of the section 8{e)
reporting guide which has been
described above. EPA will make every
effort to complete the guide in early June
and release it prior to the revised June
18, 1991, registration deadline/audit
commencement date.

EPA requested that the environmental
effects/release cases focus on areas that
industry believes are problematic in
terms of what is reportable under
section 8(e). In order for EPA to respond
more completely about the section 8(e)
reportability of the provided
environmenta) effects/release
information cases, EPA also asked if the
information is required to be submitted
to another governmental authority and,
if 80, the identity of that authority and
the timeframe for the reporting. The
rationale for EPA's conclusions and
responses concerning the
appropriateness of reporting will be
provided as part of the section 8{e)
reporting guide described above. EPA
will make every effort to complete the
guide in early June and release it prior to
the revised June 18, 1991, registration
deadline/audit commencement date.
However, if necessary because of a
delay in completion of the guidance on
the environmental effects/release
information, reporting of this
information under the TSCA Section 8(e)
Compliance Audit Program will be put
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on a specific schedule which will be
determined later based on when EPA
completes and disseminates the
guidance in this area.

Thus, to reflect the availability of the
TSCA section 8(e) reporting guide, the
second portion of the CAP Agreement
language at Unit I1.B.1 has been
modified to read as follows:

....Upon Registration for the TSCA Section
8(e) Compliance Audit Program, the
Regulatee will receive a copy of the TSCA
Section 8(e) Policy Statement, the publication
numbers of publicly available and previously

. .published volumes of Section 8(e) “*Status

Reports” available through the National
Technical Information Service, copies of
Question and Answer documents developed
in response to specific questions involv'ng
section 8(e), a document entitled
“Substantiating Claims of Confidentiality."
and the TSCA section 8{e) reporting guide.

EPA believes that the actions
described above emphasize the
Agency's strong commitment to making
the TSCA Section 8(e) Compliance
Audit Program a successful initiative.
EPA hopes that providing the selected
case histories and the section 8{e)
reporting guide will enhance
understanding of the TSCA section 8(e)
program, and assist the regulated
community as they participate in the
TSCA Section 8(e} Compliance Audit
Program.

1. Conclusions

EPA has announced modifications to
the TSCA Section 8{e} Compliance
Audit Program and the CAP Agreement.
Any further information regarding this
Audit Program-or the CAP Agreement
may be obtained from the contact
person noted above.

Dated: April 24, 1991.
Victor |. Kimm,

Acting Assistant Administrator for Pesticides
and Toxic Substances.

{FR Doc. 91-10065 Filed 4-26-91; 8:45 am)
BILLING CODE $560-50-F
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ENVIRONMENTAL PROTECTION
AGENCY

[OPTS-80015B; FRL—3932-1]

Registration and Agreement for TSCA
Section 8(e) Compliance Audit
Program Modification

AGENCY: Environmental Protection Agency
(EPA).
ACTION: Notice.

SUMMARY: This Notice, pursuant to sections
15 and 16 of the Toxic Substances Control
Act (TSCA), 15 U.S.C. 2601 et seq.,

. ammounces the availability.of.the.TSCA = .
section 8(e) reporting guide and modifications
to EPA’s TSCA Section 8(e) Compliance
Audit Program and the Agreement for the
TSCA Section 8(e) Compliance Audit
Program (*‘CAP Agreement’’). The
modifications to the TSCA Section 8(e)
Compliance Audit Program and the CAP
Agreement include the extension of the
registration deadline until July 1, 1991, the
addition of provisions for listing of certain
types of previously reportable TSCA section
8(e) information now in EPA’s possession,
and modification of EPA’s guidance for
reporting information concerning
*‘widespread and previously unsuspected
distribution in environmental media’’ and
‘‘emergency incidents of environmental
contamination’’ under TSCA section 8(e).
DATES: The Registration period for the TSCA
Section 8(e) Compliance Audit Program
closes on July 1, 1991. All persons interested
in registering for the TSCA Section 8(e)
Compliance Audit Program must request a
CAP Agreement and submit a signed CAP
Agreement to EPA no later than July 1, 1991.

ADDRESSES: Copies of the modified CAP
Agreement and the TSCA section 8(e)
reporting guide may be obtained from the
TSCA Assistance Information Service,
Environmental Assistance Division (TS-799),
Office of Toxic Substances, Environmental
Protection Agency, 401 M St., SW.,,
Washington, DC 20460, (202) 554-1404,
TDD: (202) 554-0551.

FOR FURTHER INFORMATION CONTACT:
David Kling, Acting Director, Environmental
Assistance Division (TS-799), Office of
Toxic Substances, Environmental Protection
Agency, 401 M St., SW., Washington, DC
20460, (202) 554-1404, TDD: (202) 554—
0551.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of February 1,
1991 (56 FR 4128), EPA announced the
opportunity to register for the TSCA Section
8(e) Compliance Audit Program. The TSCA
Section 8(e) Compliance Audit Program is a
one-time voluntary compliance audit program
developed to obtain outstanding TSCA

section 8(e) data and foster compliance with
the statutory obligations of TSCA section
8(e).

(())n April 26, 1991 (56 FR 19514), EPA
modified the TSCA Section 8(e) Compliance
Audit Program and the CAP Agreement. The
modifications included extension of the
registration and termination dates, the
opportunity to petition EPA for a case-by-
case extension of the termination date,
modifications to the CAP Agreement
provisions regarding admission of a violation
of TSCA section 8(e) and waiver of right to
a hearing, and EPA’s development of a TSCA

section 8(e) reporting guide.

- +JL..TSCA Section 8(¢) Reporting Guide

Since the April 26, 1991 modifications
were announced, EPA completed
development of the TSCA section 8(e)
reporting guide. The guide contains useful
reporting and implementation guidance and
includes two major indices. The first index,
which references approximately 150 section
8(e) **Status Reports,”’ is arranged by
toxicologic study type with subheadings
related to section 8(e) reporting criteria. The
second index is cumulative and is arranged
by type of study for all initial submissions
received under section 8(e) from January 1,
1977, w October 1, 1990.

There are two major objectives for
presenting the guide. First, the guide makes
certain information pertaining to section 8(e)
reporting more accessible to members of the
regulated commumity and others. Second, the
guide provides reference to both general and
specific examples of submitted information as
well as EPA’s comments regarding such
submissions. The examples are intended to
help persons who are subject to section 8(e)
understand better the types of information
that should be submitted to EPA under this
important mandatory chemical hazard/risk
information reporting provision of TSCA.

Most of the guide is presented in a basic
question and answer format reflecting
primarily the most common questions asked
about section 8(e) of TSCA. The guide also
contains EPA’s comments regarding the
TSCA section 8(e)-applicabilityreportablity
of a number of toxicologic *‘case studies’’
provided to the Agency by the Chemical
Manufacturers Association (CMA).

Copies of the TSCA section 8(e) reporting
guide may be obtained from the TSCA
Assistance Information Service,
Environmental Assistance Division (TS~799),
Office of Toxic Substances, Environmental
Protection Agency, 401 M St, SW.,
Washington, DC 20460, (202) 554-1404,
TDD: (202) 554-0551.

HI. Modifications to the TSCA Section 8(e)
Compliance Audit Program and the CAP
Agreement

A. Registration Requirements
The registration deadline/audit
commencement date has been extended for
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approximately two weeks to July 1, 1991.
Thus, Units I B and D of the CAP Agreement
have been modified to read as follows:

B. To register for the TSCA Section 8(¢e)
Compliance Audit Program, the Regulatee must, no
later than July 1, 1991, sign and retumn this CAP
Agreement by certified mail-rerum receipt
requested to. ...

D. The TSCA Section 8(¢c) Compliance Audit
Program shall commence no later than July 1,
1991.

No other modifications to the
‘‘Registration Requirements’’ portion of the
CAP Agreement have been made.

B. Terms of Agreement--TSCA Section 8(e)

- Compliance Audit Program and Civil

Penalties Concerning Late Reporters

EPA has received inquiries regarding
instances of late reporting of section 8(e)
information when such studies or reports
were (1) received by the Office of Toxic
Substances (OTS) on a *‘For Your
Information’’ (*‘FYI’’) basis and included in
the formal OTS “‘FYI”’ filing system, or (2)
submitted to EPA pursuant to a mandatory
reporting obligation under a statute
administered by EPA. By late reporting, EPA
is referring to information received beyond
the 15 working days deadline as set forth in
Part IV of EPA’s March 16, 1978,
**Statemnent of Interpretation and Enforcement
Policy; Notification of Substantial Risk’* (43
FR 11110) (**“TSCA Section 8(e) Policy
Statement’’). After evaluation of the issue,
EPA has determined that a reduced penalty
scheme is appropriate for instances of late
reporting of section 8(e) information when
the studies or reports were (1) submitted in
writing to and received by EPA prior to June
18, 1991, pursuant to a mandatory reporting
obligation under TSCA or another EPA-
administered statute, or (2) received by OTS
on an “*FYI"’ basis and included in the formal
OTS “‘FYI" filing system, prior to June 18,
1991. This approach meets EPA’s TSCA
Section 8(e) Compliance Audit Program goal
of obtaining, in the context of an enforcement
itiative, outstanding section 8(e)
information. Instead of resubmitting copies of
these types of studies or reports, the
information may simply be listed under the
TSCA Section 8(e) Compliance Audit
Program and identified by cover letter. A
$5,000 stipulated civil penalty will be
assessed for each study or report listed. Thus,
Unit IIB.1.c has been added to the CAP
Agreement to read as follows:

¢. Data that would have been reportable under
TSCA Section 8(¢) when initially obtained by the
Regulatee, and that subsequent to the section 8(c)
reporting deadline (and before June 18, 1991), were
(i) submitted in writing 10 and received by EPA
pursuant to & mandatory reporting requirement
under TSCA or another statute administered by
EPA, or (ii) received by the Office of Toxic
Substances (OTS) on a “*For Your Information'’
(“FYI"") basis and included in the formal OTS
“‘FYI"’ filing sysiem: The Regulatee will list the
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study or report pursuant to Unit ILB.3 of this CAP
Agreement. Only information that meets the
requirements of Unit ILB.1.c is eligible for this
liring provision.

Unit ILB.3 has been added to the CAP
Agreement to read as follows:

3. The following provisions shall govem the list
required 1o be submitted under Unit ILB.1.c of this
CAP Agreement:

a. For each study or report listed, the Listing must
comply with the requirements of Unit ILC of this
CAPAgmanan.mnnducn’bcthedneofmc
mhmxnonmd(x)themmdnory

study or report was
submitted, or (ii) the Office of Toxic Substances

- “FYI"" filing system number for the submission. -
Within 360 days after submission of the list, EPA
may request the Regulatee to submit any of the
listed information in order to determine if the
Regulatee correctly listed rather than submitted the
study or report.

b. The Regulatee agrees to pay the following
stipulated civil penalty for information listed under
this audit as data that would have been reportable
under TSCA Section 8(c) when initially obtained
by the Regulatee, and that subsequent to the section
8(e) reporting deadline as specified in Part IV of
the TSCA Section 8(e) Policy Statement (and
before June 18, 1991), were (i) submitted in wnting
to and received by EPA pursuant to a mandatory
reporting requirement under TSCA or another
siatte administered by EPA, or (ii) received by the
Office of Toxic Substances (OTS) on an *‘'FYI"’
basis and included in the formal OTS “‘FYI'* filing
system: $5,000 per study or report.

C. Additions to the TSCA Section 8(e)
Reporting Guide

In response to a written request from the
Chemical Manufacturers Association (CMA)
for additional guidance on the section 8(e)
reportability of certain types of health effects
and environmental effects/release
information, EPA agreed to perform an
expedited review of a limited number of case
studies submitted by CMA. The Office of
Pesticides and Toxic Substances (OPTS)
established a panel of EPA toxicologists,
biologists, chemists, medical and public
health experts, environmental scientists,
TSCA policy staff, and legal and enforcement
staff to perform an expedited review of the
case studies which were submitted by CMA.
EPA reviewed the case studies involving
reportability of health effects information, and
provides an analysis of the toxicologic
significance and TSCA section 8(e)-
reportability of the health effects case studies
in the TSCA section 8(e) reporting guide

described above and referenced in the CAP
Agreement.

D. Reporting of Information Referenced in
Parts V(b)1) and V(c) of EPA’s Section 8(e)
Policy Statement

TSCA section 8(e) requires reporting of
information which reasonably supports the
conclusion that a chemical substance or
mixture presents a substantial risk of injury
to the environment. EPA provided guidance
on how persons could fulfill their section 8(¢)
reporting obligations in the TSCA Section
8(e) Policy Statement. However, in reviewing
this guidance in connection with the TSCA

- Section 8(e) Compliance: Awdit Program,-EPA -

has determined that Part V(b)X1)
(*‘widespread and previously unsuspected
distribution in environmental media’") and
Part V(c) (*‘emergency incidents of
environmental contamination’’) of the TSCA
Section 8(e) Policy Statement need additional
clarification and that possible
misinterpretation with regard to the guidance
in these sections could lead to overreporting
under the TSCA Section 8(e) Compliance
Audit Program.

Therefore, EPA plans to initiate a review
of the reporting of information on widespread
environmental distribution and emergency
incidents of environmental contamination
under TSCA section 8(e) and other Federal
statutes in order to determine what
information of these types should continue to
be considered for submittal under section
8(e). The review may involve discussions
with other EPA program offices, EPA
Regional offices, other Federal Agencies,
State Governments, members of the regulated
industry, environmental interest groups, and
others. All interested persons will have the
opportunity to comment on any proposed
revisions to Parts V(b)1) and V(c) of the
TSCA Section 8(e) Policy Statement that
result from this review.

In the interim, regulatees suditing their
files for reportable environmental risk
information under the TSCA Section 8(e)
Compliance Audit Program should be guided
by the statutory language of section 8(e) and
Part V(b)(2) through (b)5) of EPA’s TSCA
Section 8(e) Policy Statement. In assessing
whether information or studies involving
widespread and previous unsuspected
environmental distribution, emergency
incidents of environmental contamination, or
other previously unknown situations
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involving significant environmental
contamination should be submitted under the
TSCA Section 8(e) Compliance Audit
Program, or under section 8(e) in general,
regulatees should make a reasonable
judgement whether such information meets
the statutory standards of TSCA section 8(e)
instead of relying on Parts V(bX1) or V(c) of
the TSCA Section 8(e) Policy Statement.
Even though EPA is s ing the
applicability of Parts V(b)1) and V(c) of the
TSCA Section 8(e) Policy Statement, persons
are still responsible under TSCA section 8(e)
to report information that reasonably supports
a conclusion of substantial risk of injury to

- the environment. This is & continuing

statutory obligation. Thus, to reflect this
change, Unit I1.B.1 of the CAP Agreement
has been modified to read as foliows:

1. In conducting the TSCA Section 8(e)
Compliance Audit Program, the Regulatee shall
follow the statutory language of TSCA section 8(e)
and EPA’s guidance on section 8(¢) in the March
16, 1978, **Statement of Interpretation and
Enforcement Policy; Notification of Substantial
Risk’’ (43 FR 11110) (**'TSCA Section 8(e) Policy
Statement’), with the exception of Parts V(b)(1)
and V(c) of the TSCA Section 8(¢e) Policy
Statement, 10 determine whether the reviewed study

No other modifications to the *“Terms of
Agreement’’ provisions of the CAP
Agreement have been made.

IV. Conclusion

EPA believes that the actions described
above emphasize the Agency’s strong
commitment to making the TSCA Section
8(e) Compliance Audit Program a successful
initiative. EPA believes that providing the
section 8(e) reporting guide as well as the
results of the Agency’s review of several
toxicologic case studies will enhance
understanding of the TSCA section 8(e)
program, and assist the regulated community
as they participate in the TSCA Section 8(e)
Compliance Audit Program. Any further
information regarding this Compliance Audit
Program or the CAP Agreement may be
obtained from the contact person noted above.

Dated: June 18, 1991.

Victor J. Kimm,

Acting Assistant Administrator for Pesticides and
Toxic Substances.

[FR Doc. 91-77777 Filed 77-77-91; 8:45 am]
BILLING CODE 6580-50-F




APPENDIX E

1 of 2
Support Information for Confidentiality Claims

Information submitted under specific reporting requirenments
of the Toxic Substances Control Act (TSCA) or in support ot TSTA
is subject to the provisions of Section 14 of TSCA and to EPA's
Requlations on the Confidentiality of Business Information (see
40 CFR Part 2). You must comply with the following procedures to
assert a claim of confidentiality for the information solicited
in the attached letter. Failure to follow these procedures fully
at the time you submit the information to EPA will be interpreted
by the Agency as a waiver of your claim of confidentiality.

Asserting a Claim

Information claimed as confidential must be clearly marked
by boxing, circling or underlining. All pages containing such
information should also be stamped "“CONFIDENTIAL". Care should
he taken to ensure that these markings do not obscure the sub-
mission's text.

Sanitized Copy

Two copies must be submitted of any documents containing
information claimed as confidential. One copy should be com-
plete, with the information being claimed as confidential marked
in the manner described in the preceding paragraph. The other
copy should have all of the information claimed as confidential
excised. This version will be placed in EPA's Public Files.

Substantiating Claims of Confidentiality

Detailed written responses to the following questions must
be provided at the time you submit information for any portion of
the information you claim as confidential. Your responses should
be as specific as possible, with examples as appropriate, and
should provide substantiation arguments for all types of informa-
tion (e.g., sales or production/importation volumes, chemical
identity, company identity) you claim as confidential.

1. For what period of time do you assert this claim of

confidentiality? If a claim is to extend until a
certain event or point in time, please indicate that
event or time period. Explain why the information

should remain confidential until such event or time.

2, Have there been any confidentiality determinations made
by EPA, other Federal agencies, or courts in connection
with this information? 1If so, please enclose copies.
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Has any of the information that you are claiming as
confidential been disclosed to individuals outside your
company? Will it be disclosed to such persons in the
future? If so, what restrictions, if any, apply to use
or further disclosure of the information?

Briefly describe any physical or procedural restrictions
within your company relating to the use and storage of
the information you are claiming as confidential. What
other steps, if any, have you taken to prevent undesired
disclosure of the information during its use or when an
employee leaves your company?

Does ‘theinformation :claimed -as iconfidential-.appear or
is it referred to in any of items listed below:

- advertising or promotional materials for the chemical
or the end product containing it;

- safety data sheets or other similar materials for the
chemical or the end product containing it;

- professional or trade publications; or

- any other media available to the public or to your
competitors.

If you answered yes to any of the above gquestions, you
must indicate where the information appears and explain
why it should nonetheless be treated as confidential.

Would disclosure of this information be likely to result
in substantial harm to your competitive position? If
so, you must specifically describe the alleged harmful
effects and indicate why they should be considered to be
substantial. Also, you must describe how disclosure of
the information would cause the harm.

If the information in gquestion is "health and saféty
data™ pursuant to 40 CFR Part 2.306(3)(i), do you assert

that disclosure of the information you are claiming as
confidential would reveal:

a) confidential process information;
b) confidential proportions of a mixture; or

c) information unrelated to the effects of the
substance on human health or the environment?

If your answer to any of the above questions is yes, you
must explain how such information would be revealed.
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